Attorney Docket 089035.00255 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re the Application of: 

CROMACK, Keith R. et al. Art Unit: 1615 

Serial No.: 10/526,755 Examiner: Azpuru, Carlos A. 

Filed: November 14, 2005 Confirmation No.: 6909 

For: MEDICAL DEVICE HAVING 
HYDRATION INHIBITOR 

Mail Stop Appeal Brief-Patents 
Commissioner for Patents 
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REPLY BRIEF 

Dear Sir: 

In response to the Examiner's Answer in this matter, which was mailed 19 
January 201 1, appellants submit this reply. 
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STATUS OF CLAIMS 

The current status of the claims is: 

Claims 1-3, 5-14 and 20-25 are pending and are the subject of this appeal. 

GROUNDS FOR REJECTION 

The grounds for rejection to be reviewed in this appeal are: 

1. that claim 1-3, 5-8 and 20-25 are anticipated by, and therefore unpatentable 
under 35 U.S.C. § 102(b) over, Iyer et al., WO 02 062335 ("Iyer") (Evidence Appendix, 
Exhibit "A"); and 

2. that the specification does not define the values "logP" or "effective amount", 
presumably a rejection under 35 U.S.C. §1 12. 

ARGUMENT 

THE EXAMINER HAS CLARIFIED HIS POSITION REGARDING "LOGP" AND 
"EFFECTIVE AMOUNT," WHICH ARE NO LONGER THE BASIS OF ANY 
REJECTION 

In the Appeal Brief, appellants assumed that the examiner was arguing that the 
specification did not adequately define "logP" and "effective amount" and that the 
examiner was issuing a 35 U.S.C. § 1 12 rejection based thereon, even though such 
was not expressly stated in the office actions. 

Apparently, appellants were incorrect in their assumption as evinced by the 
statement in the Examiner's Answer that "No rejection was made under 35 U.S.C. § 
112, second paragraph, of the terms 'logP' or 'effective amount, however, as appellants 
have responded as if one was made, the rejection should be considered withdrawn." 
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Appellants apologize for the confusion and trust that appellants inclusion of 
argument against the non-existent rejection has not unduly inconvenienced the 
examiner or the Board. 

CLAIMS 1-3, 5-8, 20 AND 23-25 ARE NOT ANTICIPATED BY AND THEREFORE 
ARE PATENTABLE OVER IYER 

It is axiomatic that anticipation requires that all of the claims elements and their 
limitations be described in a single prior art reference, either expressly or inherently. 
See, e.g., Old Reliable Wholesale v. Cornell Corporation , 2010-1247 (Fed. Cir. 3-16- 
2100). Iyer unequivocally does not do so. 

Iyer is directed primarily to the use of antiproliferative agents such as rapamycin, 
paclitaxel and tacrolimus to treat or prevent vasculoproliferative response (Iyer, 
paragraph [00026]). Addition of other drugs, such as dexamethasone for control of 
inflammatory response (Iyer, paragraph [[00034]) and Vitamin K for the control of 
calcification (Iyer, paragraph [00033]), are mentioned. That mixtures of the various 
drugs can be used is also mentioned numerous times (Iyer, paragraphs [00026], 
[00033], [00036], [00058], [00061], [000102] and [000127]. Appellants acknowledge 
that each of the substances mentioned in Iyer will have a LogP and that each such 
LogP is readily determinable. Further, when any two therapeutic agents actually 
envisioned by Iyer are selected, it is more than likely that they will not have identical 
logPs, that is, that one will have a LogP that is lower than that of the other. It would be 
entirely possible to arbitrarily assign the status of "beneficial agent" to the therapeutic 
agent having the lower LogP and "hydration inhibitor" to the therapeutic agent having 
the higher LogP. This, then, could be seen as reading on at least some of the elements 
of claim 1 of the instant invention. What is absolutely and unequivocally absent in 
Iyer, however, is the essential element of the instant invention that the substance 
designated as the "hydration inhibitor" must be present in an "effective amount 
...to control delivery of the beneficial agent from the interventional component" 
As a matter of fact, Iyer says very little about the amounts to use of any therapeutic 
agents disclosed for practicing that invention and says virtually nothing about how much 
of each therapeutic agents should be used if more than one such agent is employed. 
One skilled in the art, without such instruction, would without question search for a 
therapeutically effective amount of each therapeutic agent , which amount may or may 
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not be sufficient to control delivery of the other therapeutic agent in the mixture. Absent 
knowledge of the instant invention, the skilled artisan would not even so much as give a 
passing thought to affecting such control of the release of one therapeutic agent by 
another; it would not even appear on the artisan's radar screen, to invoke the common 
idiom. It is thus beyond reasonable question that Iyer cannot and does not anticipate 
the instant invention. 

The examiner did, in the Advisory Action, mailed 10 August 2010, broach the 
topic of appellants' disclosure regarding an effective amount of the hydration inhibitor, 
noting that appellants provide little concrete information on how much of the hydration 
inhibitor is needed to "control delivery of the beneficial agent." This apparent lack of 
data, however, was intentional on the part of appellants. The breadth of the invention is 
indeed broad and in intended to be so because a wide variety of materials can be used 
as the two components of the main claim of the invention. Given the teaching of the 
instant application, however, one skilled in the art would have no problem, deciding on a 
beneficial agent the controlled delivery of which is desired, deciding on a hydration 
inhibitor having a logP greater than that of the beneficial agent, deciding on a desired 
degree of control delivery and then empirically determining the correct effective amount 
of the hydration inhibitor to achieve the selected controlled delivery. It cannot be over- 
emphasized, however, that without knowledge of the instant invention, the skilled 
artisan would have absolutely no idea where to start . Thus, the present application is 
both novel and inventive and is clearly not anticipated by Iyer. 



The examiner has failed, as a matter of law, to set forth a case of anticipation of 
claims 1-3, 5-8, 20 and 23-25 by Iyer. Appellants therefore respectfully repeat their plea 
that the Board reverse the examiner's rejection and order that the application be passed 
to issue. 



CONCLUSION 



Date: March 21, 2011 




Squire, Sanders & Dempsey L.L.P. 
275 Battery Street, Suite 2600 
San Francisco, CA 94111-3492 
(415) 954-0200 



Bernard fyHose 
Reg. No/42,112 
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